M edical devices classification guidance chart

Source: European Commission MEDDEV 2.4/1-

rev.6, December 1999

NON INVASIVE DEVICES

Rule 1
Either do not touch
patient or contact
only intact skin

Rule 2
Channelling or

administration

Class |

storing for eventual

Rule 3

Class llb

or

or

Modify biological or chemical
composition of blood, body liquids,
other liguids intended for infusion

Rule 4
In contact with injured
skin (mechanical barrier -
absorb exudates)

Class |

or

or

For use with blood,
other body fluids,
organs, tissues

May be connected to
an active medical

Only filtration,
centrifugation or
exchange of gas or heat

device

Intended for wounds which
breach dermis and heal
only by secondary intent

Class lla

Class lla
Class lla

Class b

or

Intended to manage micro-
environment of wound +
others

Class lla




